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DETAILED ACTION 

1. Formal Matters 

A. Claims 1-21 are pending in the application. Claims 2-18 have been withdrawn as being drawn to 
a non-elected invention. Therefore, claims 1 and 19-21 are the subject of this Office Action. 

B. All Statutes under 35 USC not found in this Office Action can be found, cited in full, in a 
previous Office Action. 

2 Title 

A. The objection to the title has been withdrawn in view of Applicants' amendment which more 
clearly points out the claimed subject matter. 

3. Claim Rejections - 35 USC § 1 12 y first paragraph - enablement 

A. All rejections under 35 USC 112, first paragraph, have been withdrawn in view of Applicants' 
amendment to remove the term "binds" as well as their arguments. Applicants have pointed out exactly 
where in the specification they have support (i.e. enablement) for the scope of the claims. 

4. Claim Rejections - 35 USC § 112, first paragraph - written description 

A. All rejections under 35 USC 112, first paragraph, have been withdrawn in view of Applicants' 
amendment to remove the term "binds" as well as their arguments. Applicants have pointed out exactly 
where in the specification they have support (i.e. enablement) for the scope of the claims. 

5. Claim Rejections - 35 USC § 112, first paragraph - new matter 

A. Claim 21 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the written 
description requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that the inventor(s), 
at the time the application was filed, had possession of the claimed invention. The claim recites "to the 
same degree." However, there is no support for this limitation in the specification. This is a new matter 
rejection. If Applicants believe this is not new matter, they are required to point out exactly where in the 
specification there is support for this limitation. 
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6. Claim Rejections - 35 USC § 112, second paragraph 

A. Claims 19-21 recite the limitation "the a3-GABA A or a5-GABA A ." There is insufficient 
antecedent basis for this limitation in the claim. It is suggested that the claims be amended to recite, for 
example, "The method of claim 1 further comprising oc3-GABAa or a5-GABA A . and wherein the 
candidate molecule. . 

7. Claim Rejections - 35 USC § 102 

A. Claims 1 and 19-21 remain rejected under 35 USC 102 as being anticipated by Ladduwahetty et 
al. for the reasons already of record on page 5 of the Office Action dated 1 1/20/03. Applicants argue that 
the present claims are drawn to a method of screening and that Ladduwahetty do not teach such a method, 
nor has such a method been carried out inherently. Applicants argue that Ladduwahetty only teach 
measuring the Ki values of ct2, a3 and a5 GABA receptors and that no experiments were performed for 
al. Therefore, no comparisons were made between al and a2. Furthermore, Applicants argue that no 
activity was measured in Ladduwahetty. 

These arguments have been considered, but are not deemed persuasive. As discussed previously, 
Ladduwahetty do teach (column 2, lines 20-24) that GABA receptor agonist which bind more efficiently 
to the a2 and/or a3 subunit than to the al subunit will be effective in the treatment of anxiety. Though 
Ladduwahetty do not specifically teach a screening method as taught in the present invention, they have 
anticipated the present invention. Applicants invention is the determination that activation of a ligand to 
a2 as compared to al will produce an anxiolytic effect with reduced sedation. This concept is taught be 
Ladduwahetty. The teaching of screening methods is not required in the reference, as it would be 
immediately envisioned by one of ordinary skill in the art as screening method to identify receptor ligands 
is routine. Furthermore, the fact that the prior art discusses "agonists" and "antagonists" implies that these 
ligands have an activity at GABA receptors. Though the reference says "and/or," it still allows for the 
interpretation of "or," which would read on the present invention. Similarly, claim 1 of the present 
invention does not rule out the possibility of the a3 subunit being involved, as the claim recites a method 
"comprising." Furthermore, it is brought to Applicants' attention that the claimed methods do not 
distinguish from the general practice of screening for ligands with a reduced anxiolytic effect since the 
artisan, in simply screening compounds, would inherently find compounds which selectively bind a2 as 
opposed to al, regardless of whether or not this was their intention. 
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B. Claims 1 and 19-21 remain rejected under 35 USC 102 as being anticipated by Rudolph et al. for 
the reasons already of record on pages 5-6 of the Office Action dated 1 1/20/03. Applicants argue that the 
reasons argued above regarding Ladduwahetty hold for Rudolph. These arguments have been considered, 
but are not deemed persuasive for the reasons stated above regarding Ladduwahetty. The passage for 
Rudolph can be seen on page 799, first full paragraph. 

& Claim Rejections - 35 USC § 103 

A. Claims 1 and 19-21 remain rejected under 35 USC 103 as being unpatentable over Ladduwahetty et 
al. for the reasons already of record on page 6 of the Office Action dated 11/20/03. Applicants provide 
substantially the same arguments as for the 102 rejection. Applicants major argument in this case is that 
Ladduwahetty did not know which receptor subunit was responsible for the anxiolytic effect of GABA 
ligands and that they were merely speculating. However, this argument is also not deemed persuasive for 
the reasons provided above. 

B. Claims 1 and 19-21 remain rejected under 35 USC 103 as being unpatentable over Rudolph et al. 
for the reasons already of record on pages 6-7 of the Office Action dated 11/20/03. Applicants provide 
substantially the same arguments as for the 102 rejection. Applicants major argument in this case is that 
Ladduwahetty did not know which receptor subunit was responsible for the anxiolytic effect of GABA 
ligands and that they were merely speculating. However, this argument is also not deemed persuasive for 
the reasons provided above. 

9. Conclusion 

A. No claim is allowable. 
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Advisory information 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Robert Landsman whose telephone number is (571) 272-0888. The examiner can normally 
be reached on Monday - Friday from 8:00 AM to 5:00 PM (Eastern time) and alternate Fridays from 8:00 
AM to 5:00 PM (Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the Examiner's supervisor, Gary 
Kunz, can be reached on (571) 272-0887. 

Official papers filed by fax should be directed to (703) 872-9306. Fax draft or informal 
communications with the examiner should be directed to (571) 273-0888. 

Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the Group receptionist whose telephone number is (571) 272-0700. 

Robert Landsman, Ph.D. 
Patent Examiner 



Group 1600 
June 14, 2004 




